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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- if NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenm adjustment. See 37 CFR 1.704(b). 

Status 

1 )|3 Responsive to communication(s) filed on 08 October 2003 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-28 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 1-28 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication In this or a foreign country or In 
public use or on sale In this country, more than one year prior to the date of application for patent in 
the United States. 

The following is a quotation of 35 U.S.C. 103(a) which fonns the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1,2, 4-8, 12, and 16-28 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over US 
Patent 6,179,872 to Bell et al., (hereinafter "Bell") 

Bell discloses centrifuged biocompatible compositions and a method for 
producing biocompatible polymer material by providing a slurry of polymer 
fibers, centrifuging the suspension liquid and removing product thus obtained 
from the centrifuge, as per claims 1 , 22 and 24. See Column 9, lines 17 to 67. 
The reference further discloses various biocompatible materials suitable for 
implantations and containing polymer fibers, as per claim 16. See ENTIRE 
disclosure, for example, claim 1 . The polymeric materials suitable for the 
invention disclosed in Bell include various biopolymers such as collagens, thus 
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meeting limitations of claims 4, 1 7, and 25. See column 4, line 47 to column 5, 
line 35. The concentration of collagen in slurries disclosed by the reference is 
under 10 % as per claim 2. In column 9, lines 64-67, the reference specifically 
discloses that the slurry contairiing collagen fibers can be applied by centrifugal 
force or rotating motion to dishes and tubes. As a result of this procedure, mats 
in the form of the dishes or tubes are created, thus satisfying the limitation of 
claim 12. The reference further explicitly teaches addition biologically active 
agents to the slurries, as per claims 5, 18, and 26, see column 6, line 13 to 
column 7, line 25 and also addition of biocompatible particulate material such as 
calcium phosphates, meeting limitations of claims 6-7, 19-20, and27-28. See 
column 10, limes 24-39. The reference further discloses that the mats can be 
reinforced with reinforcing materials, such as fibers of woven fabrics (mesh) as 
per claim 21 . See column 1 1 , line 27 to column 12 line 33. The reference 
further states that the mats according to the invention can be use for 
replacement or repairing various tissues, including bone tissue as per claim 23. 
See column 1, lines 51-52. 

Applicants should note that claim 28 does not clearly recite any necessary 
limitation. The language "may be injected", does not necessarily means that 
the compositions is, in fact, injectable. It is suggested that the claim is re- 
written to more specifically claim the property of the composition. 

The reference does not explicitly teach whether the polymer fibers are 
interlaced or interlocked as per claims 1 , 8 and 22; whether the fibers in the 
biocompatible compositions are of sufficient quantity and processed sufficiently 
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to retard dislocation of individual polymer fibers upon implantations as per claim 
16; and whether the disclosed mats are viscous and self-supporting an per claim 
24 . However, from the disclosed applications of the mats and their physical 
tear properties disclosed in illustrative examples and throughout the 
specification, it is reasonable believed that the fibers of the mats are inherently, 
at least partially, interlocked and, thus, sufficiently processed to retard individual 
fiber dislocation, and the compositions are, inherently, self-supporting 
compositions. The burden is shifted to the applicants to provide factual 
evidence to the contrary. 

Claims 1 , 2, 4, 16, 17, 22, 24-25 and 28 are rejected under 35 

U.S.C. 102(b) as anticipated by or, in the alternative, under 35 U.S.C. 103(a) as 

obvious over US Patent 3,742,955 to Battista et al., (hereinafter "Battista"). 
Battista discloses a method of preparing biocompatible materials by 

centrifuging a slurry containing about 9.7 weight percent of fibrous collagen. 

Dried products are removed from the centrifuge and further processed. See 

examples 1— V, and X. 

The reference does not explicitly teach whether the polymer fibers are 
interlaced or interlocked as per claims 1 , 8 and 22; whether the fibers in the 
biocompatible compositions are of sufficient quantity and processed sufficiently 
to retard dislocation of individual polymer fibers upon implantations as per claim 
16; and whether the disclosed mats are viscous and self-supporting an per claim 
24 . However, from the disclosed examples that include mixing of the slurries 
from prolonged time prior to application of centrifuge force, it is reasonable 
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believed that the fibers of the mats are inherently, at least partially, interlocked 
and, thus, sufficiently processed to retard individual fiber dislocation. It also 
reasonable believed that the intermediate products containing 30-40 % by 
weight of collagen are elf-supporting viscous products. The burden is shifted to 
the applicants to provide factual evidence to the contrary. 



Claim Rejections - 35 USC § 103 

Claims 3, and 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bell. 

The disclosure if the Bell reference is discussed above. The reference 
does not address the concentration of the slurries prior to application of the 
centrifugal force to form to slurries to form the final product. Thus, the reference 
implies that any diluted concentrations of slurries are suitable for the invention 
with reasonable expectation of adequate results. Furthermore, variations in 
slurry concentrations is considered to be an obvious modification of the process 
to facilitate the dispersion and/or drying of the resulting product. 

The reference also does not explicitly disclose that the centrifuge contains 
a reinforcing material. However, as discussed above, the reference explicitly 
teaches the biopolymer matts may be reinforced with various reinforcing 
materials such as treats and fabrics. Placing such materials in the centrifuge 
along with the slurry would have been an obvious, if not necessary, step for 
introducing such reinforcing materials to the resulting fibrous matts. The 
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invention as claimed, thus, would have been obvious form the disclosure of the 
Bell reference. 

Claims 9-11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bell in combination with US Patent 4,066,083 to Ries. 

The disclosure of the Bell reference is discussed above. The reference is 
silet as to the steps of packaging, sterilizing and rehydrating the resulting 
biocompatible polymer materials. However, the examiner takes a note that it is 
well known in the art that any material (including those based on collagen 
polymers) that is used for treatment, replacement or repairing of living tissue is 
usually package, sterilized and kept under sterile conditions after producing such 
material and prior to using it. See, for example, Ries, column 4, lines 46-59. 

Claims 5—8, 18-20 and 26-27 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Battista in combination with Bell. 

The disclosure of the Battista reference is discussed above. The 
reference does not disclose addition of biologically active agent or biologically 
active particulate. However, addition of those components to the collagen 
products disclosed by Battista would have been obvious as per teachings of Bell, 
who discloses that addition of biologically active agent or biologically active 
particulate improves physical properties of the fibrous collagen products and 
imparts various biologically active properties to the final products. 

Any inquiry concerning this communication or eartier communications from 
the examiner should be directed to Irina S. Zemel whose telephone number is 
(571)272-0577. The examiner can normally be reached on Monday-Friday 9-5. 
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If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, James Seidleck can be reached on (571)272-1078. The 
fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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